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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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Disposition of Claims 
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DETAILED ACTION 

Response to Arguments 

1 . Applicants' arguments, filed 7/17/2008, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

2. Applicant comments that claims 1-13 were examined in the Office Action of 
2/8/2008 on p.6, 1 st paragraph of the Reply, filed 7/17/2008. Claims 1-13 were 
presented, but claims 3-13 were withdrawn. Only claims 1-2 were under examination. 

3. Applicant's arguments with respect to the rejection under 35 USC 102 have been 
fully considered but they are not persuasive: 

4. Claims 1 -2 are rejected under 35 U.S.C. 1 02(b) as being anticipated by Virgolini 
etal. ("Beneficial effect of long-term PCE1 -treatment in left ventricular heart failure"; 
1989; Prostaglandins, Leukotrienes, and Essential Fatty Acids; 38(3): 177-80). 

Applicant argues that the instant method, drawn to inducing angioneogenesis in 
a subject, is not recognized by Virgolini; the effects taught by Virgolini are based on 
vasodilating effects which result from peripheral injection. Exhibits are presented to 
demonstrate ventricular ejection, myocardial contractility and afterload reduction are 
known parameters to determine vasodilating effects; arguing that the only observed 
changes noted relate to the ventricular ejection fraction and after load reduction which 
are seen as relevant to vasodilation; because Virgolini fails to teach angioneogenesis 
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Virgolinin cannot anticipate claim 1 . This is not persuasive; administration of the same 
drug at similar dosing for an extended time period is considered to inherently result in 
the effect discovered by applicant. As pointed out, In re Best shifts the burden to prove 
that this effect is not possessed by the method taught by Virgolini. Applicant has not 
met the burden. Therefore the rejection is maintained. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1-2, 14-15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Stanek et al. ("Dose-effect relationships of prostaglandin E1 in severe endstage chronic 
heart failure"; 1997 Jan; Jpn. Heart J.; 38(1): 53-65). 

This rejection is necessitated by the claim amendment adding new claims 14-15. 

Stanek teaches the required method steps: administration of prostaglandin E1 to 
patients with severe chronic heart failure via right heart catheterization, administered via 
a central venous line in incremental doses of 2.5, 10, 20, 30 and 40 ng/kg/min each 
dose; maximal tolerated doses are reported, including 20 ng/kg/min for a subset of 
patients; followed by half doses administered by continuous infusion (abstract). It is 
noted that Stanek does not mention angioneogenesis. However, administration of the 
same drug in the same amounts using the same dosage escalation steps to patients 
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with the same conditions as the instant claims, would have the same result on 
angioneogenesis as applicant discloses. 

It is noted that In re Best (195 USPQ 430) and In re Fitzgerald (205 USPQ 594) 
discuss the support of rejections wherein the prior art discloses subject matter which 
there is reason to believe inherently includes functions that are newly cited or is 
identical to a product instantly claimed. In such a situation the burden is shifted to the 
applicants to "prove that subject matter shown to be in the prior art does not possess 
characteristic relied on" (205 USPQ 594, second column, first full paragraph). 

Conclusion 

7. No claim is allowed. 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIMOTHY P. THOMAS whose telephone number is 
(571)272-8994. The examiner can normally be reached on Monday-Thursday 6:30 a.m. 
- 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571) 272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Timothy P Thomas/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



